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APPLICANT:
Action code : A 55 new product; non-fast track; other uses
Due out date : 21 Apr 2007

Product Formulation
Active logredient(s): % by wit.

Copper carbonate  ......c.ccoiiiiimiiiiciie e e eeas 96.8

Metallic Copper Equivalent: 55.6 %

BACKGROUND:

Thus application, i support of the new product registration of the subject manuacturing-
use copper carbonate TGAL, was made by the registrant Osmosc, Inc.

The proposed new manufacturing-usc product, Basic Copper Carbonate, is intended for
the formulation wood preservative products. The registrant provided a Basic CSF covering the
proposed product which 1s produced by a non-integrated formulation system.

The following documents were submitted and examined in the chemistry review of this
submission: registrant's cover lefter and transmiftal docwnent dated September 28,2006,
proposed new Basic CSF dated September2!, 2006, Data Matrix (Agency Copy) dated 9/28/06,
proposed new product label EPA dated 10/2/06 and product chemistry data covering OPPTS
Test Guideline Series 830 Group A under MRID # 469466-01 dated September 28, 2006 and
MRID # 469466-02 ( Preliminary Analysis of Basic Copper Carbonate) dated September 26,



2006. The OPPTS Group B chemistry date was submitted under MRID # 469466-03 dared
September 26, 2006 and MRID # 469466-04 (Vapor Pressure of Basic Copper Carbonate) dated
September 15, 2006.

FINDINGS:

1. The requirements of PR Notice 91-2 were satisfied. The nomipal concentration of the

active ingredient given in the proposed new Basic CSF dated September 21, 2006, agreed

with the pereentage declared on the product label.

2. The upper and lower certified limits for both the active and impurities werc
acceptable.

3. Both the Group A and Group B product chemistry data provided in support of this
registration was acceptable and met all EPA and GLP requirements.

4. All other elements of this new product registration submission and the proposed new
Basic CSF, dated September 21, 2006, arc acceptable.

5. Correct ingredient declaration on product label to read Inert Ingredients: .......... 3.2%.

CONCLUSIONS:

This application, in support of the new product registration of, Basic Copper Carbonate,
is accepted with comment.

Registrant must modify the label ingredient declaration as per item #5 of the Findings.

PRODUCT CHEMISTRY REVIEW

I CONFIDENTIAL STATEMENT OF FORMULA

a. Type of formulation and source registration:

o Nor-integrated formulation sysiem ]
s Are all TGALs used registered? Yes[] No[X ]
¢ Iniegrated formulation system [X)

e  I°ME-TOOQ,” specily EPA Reg. No. of exisring product:

b. Clearance of inerts for non-tood or food use:
The product is clearcd for food use under 40 CFR §§180.940 and 180.950.
Yes[ ] No[X]
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. Physical state of product powder

d.  The chcrmcal TDs and anslyiical information (including tiat for the TGATs), densily, pH, aud
flammability arc consiswernt with that given in 830 Senes, Group B.

Yes{X] No| |
c. The NCx and CLs are scceplable. Yes [X] No| ]
[. Active ingredienl(s) NC LCL UCL
Copper carbonate 96.8% 99.7% 91.9%
g. Tor producis produced by an iutegrated formulation systeny:
« Do all impuorities of wxicological sipnificance have a UCL?
You [ X ) Nof[ ] Not applicable {)

«  Hsve ul) impuritics of > 0.1% In the product beeo jdentified?
Yes [ X No[ ] Not applicable [ |

PRODUCT LABUL

a The active ingredienys) statement (chemical 11s and NCY i consigtent with the CONFIDENTIAL
STATEMENT OF FORMULA. Yes |X| No| |

b. The tormula contuins one of the fotlowing:

= 10% or wore of a petroleura disgliate: Yes [ ] No [X]
s+ [.0% or more of methyl alcokol: Y| ] No (X7
+  sodium nitrite al any level: Yes [ ) No [ X]
s aoxic Liwt | inent at any level: Yes[ | No | X]
s arsenic in any form: Yes[ ] No | X)

¢, IF “yed 10 uny of the gbows, does the irert ingredients statement conkin a footnole indicaling this?
Yes| | No [X] Not applicable [ ]

d. Appropriate warning sialement(s) reparding lammaubilily or explosive characteristics of the product are
listed o the label
Yes|[ ] Nol | Not applicable [X]

¢ The storsge and disposal instructions for the pesticide conteioer are in compliance with PR Notiee 84-1
for household use products or PR Notice 83-3 for «lf athér uses,
Yes | X} No[ ]

f. The product requires an expiration dare at which time the NC fullx below the LCL (based on the 1-year

slorage sibility dsta or other information),
Yes () Nol ]

Note. Storage stability study is not required for u TGAI .



US EPA ARCHIVE DOCUMENT

Table A:

Product Chemistry (838 Series, Group A)

. Dats W Agceptance of laformation MRID No.
R341.1550 Product 1dcntity’ A 456946601
£30.1600 Doseription of Materials A 4694651
£30.1620 Production Process’ NA
$30.1650 Formulation Process’ A 469466-01
§30.1670 Formation of Impurities” A 469466-01
§30.1700 Peeliminary Analysis™ A 459466-02
£30.1750 Centified Limits’ A 469456-01
830.1300 Analytical Method' A 469466-01
830.1900 Submittal of Samples

Explanstion: A-acceptable; Nvnot acceptable; NA=tochnically not applicable; G=data gap; U-requires upgrading;

Wawaived: E-EPA estinune,

"See Confidentisl Appendix A for additional information
50t MP/EP products produced by an integrated formmlation system,
*ror products from a TGAL or MP.
*May be waived anless actusl/possible impurities are of foxicological concern.
*Five batch analysis required for products prosiuced by an integrated formulation systems.
8¢ different from standard Cls recommendsd in 40 CFR 158,175, this should be discussed in Confidential

Appendix A,

*Abbreviate method used as follows: gas chromatography (GC), infrared (IR), ultraviolet absorption (UV),

puclear mepnetic resonance (NMR), e
Table B:
Physical and Chemical Charscteristioy {Serics 834, Gronp B)

PhysicalChemical Properties™ Acceplance value or Qualitative Deseription MRID No.
of Dats
830.6302 Color A 46946603
830.6303 Physical State A -
830.6304 Odor A “
2308312 Stability to Normaland | A 5
Flevnted Temperntures, Metals,
and Metal lons
8306314 Oxidation/Reduction; A None of the product ingredients are strong “
 Chemical Incompatbilty oxidizing o reduciag agents.
830.6313 Flammability Flame The product does not conrain sny "
Extension flammable niaterinls and is*
%30.6318 Explodability A The product does not have any exp “
830.6317 Storage Stability NA Mot Required for TGAI
£30.63 19 Miscibility' A The product is not an emulsifiable “
concentrate.  The product label does not
_ & recommend dilution of the product with oil.

831.6320 Corrpsion NA Mot Requirest for TGAL "
Characteristics
$30.6321 Dielestric Breakdown A The product is not proposed for use avound “
Voltage electrical equipment.
£30.7000 pH® A The pH of a 1% by weight dispersion of the 0

sroduct was determined to be 9,36,

Manufacturing Process Information has been removed




Physical/Chermnlbeal Praperdes® Acceptance Value or Qualitative Description MRID No,
of Daty
830.7050 UV Visible Absorption A . 465466-0)
830.7100 Viscosily A Noz tested. Product 135 not a tiquid. ¢
§30.720C Melting PaintMelting A . -
Range
830.7220 Boiling Point/Boling A Not 1ested. Product is not a liquid “
Range
§30.7300 Densiry/Relative A The density of the produst was deicrmined e
Densicy/Bulk Density 10 be 1.474 prm! (12,3 poundssalion) at
24°C,
R30.7370 Dissociation Constanty A Not required. Product 18 1aorganic. *
in Waier
830.7550/830.7560:830.7570 NA Nol required. Product is worganic. “
Partition Cocfficien
R30.7840:830.7360 Watcr A Nol detected. «
Solubsliny
810.7930 Vapor Pressure A Vapor Pressure 5x10-5 Pa @ 25dcg. C u“

Fxplanation: A—acceptable: N-~not acceplable; NA=technically not applicable; G=duta gap: U-requires upgrading;
Wwaived; E-EPA estimate.

* Provide brief description, e.g., color - yeilow or property value, c.g., density 1.25 g/ce. Unless ptharwise
indicated. the property should be at 25°C.

“If product is an enlsifiable Liquid
*1f product ix dispersible with water






